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DETAILED ACTION 

Drawings 

1 . The drawings are objected to under 37 CFR 1 .83(a). The drawings must show 
every feature of the invention specified in the claims. Therefore, the sterile cassette 
must be shown or the feature(s) canceled from the claim(s). No new matter should be 
entered. 

Corrected drawing sheets in compliance with 37 CFR 1.121(d) are required in 
reply to the Office action to avoid abandonment of the application. Any amended 
replacement drawing sheet should include all of the figures appearing on the immediate 
prior version of the sheet, even if only one figure is being amended. The figure or figure 
number of an amended drawing should not be labeled as "amended." If a drawing figure 
is to be canceled, the appropriate figure must be removed from the replacement sheet, 
and where necessary, the remaining figures must be renumbered and appropriate 
changes made to the brief description of the several views of the drawings for 
consistency. Additional replacement sheets may be necessary to show the renumbering 
of the remaining figures. Each drawing sheet submitted after the filing date of an 
application must be labeled in the top margin as either "Replacement Sheet" or "New 
Sheet" pursuant to 37 CFR 1.121(d). If the changes are not accepted by the examiner, 
the applicant will be notified and informed of any required corrective action in the next 
Office action. The objection to the drawings will not be held in abeyance. 
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Claim Rejections - 35 USC §112 

2. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

3. Claims 1-2, 5-16, 18-22, and 24-28 rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. The claim(s) 
contains subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. The limitation in 
independent claims 1 and 18 of "the sheet not previously attached to either of the two 
sections of tubing prior to connecting of the sections" appears to be new matter. The 
mere absence of a positive recitation in the original specification is not basis for the 
exclusion of a feature. Ex Parte Grasselli 231 USPQ 393,394. (Bd. App. 1983). 
Consequently, this limitation is found to be new matter. Claims 2, 5-16, 19-22, and 24- 
28 are rejected due to dependency on independent claims 1 and 18. 

Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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5. Claims 1-2, 5-9, and 16 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over U.S. Patent Application Publication No. 2003/0143352 A1 to Yang et 
al. in view of U.S. Patent No. 5,674,333 to Spencer. 

6. With respect to claim 1 , Yang et al. discloses a method for connecting flexible 
tubing wherein the tubing is placed in an axial end-to-end position (See Figures 2A and 
2B), using a laser directed to heat the tube ends (paragraph 0068), positioning a sheet 
of material (i.e. drum head) between the axial surfaces of the tubing sections (See 
paragraph 0072), bringing the axially facing surfaces of the two tubing sections into 
engagement with the sheet, and directing the electromagnetic beam generally toward 
the tubing ends for welding the two sections of tubing together (paragraph 0071 ). Yang 
also discloses the sheet material is formed from a separate sheet of material (610) 
attached to the axial surface at the end of a tubing section, the sheet being formed of a 
material which absorbs energy of an electromagnetic beam; directing the 
electromagnetic beam onto the sheet for welding tubing sections together (See 
paragraphs 0072 and 0131-0139), and the sheet is not previously attached to either of 
the two tubing sections prior to connecting of the sections (i.e. end cap over vented 
seal; paragraph 0066). However, Yang et al. does not specifically disclose maintaining 
interior passages of the two tubing sections so as to be free from exposure to the 
surrounding environment until and during welding. 

7. Spencer discloses an apparatus for welding together two sections of tubing, 
including a method of welding two tubing sections together and maintaining interior 
passages of the two tubing sections so as to be free from exposure to the surrounding 
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environment until and during welding (See Figures 5-7). It would have been obvious to 
one of ordinary skill in the art at the time the invention was made to maintain the tubing 
sections free from exposure to the environment until and during welding as taught by 
Spencer in the method of Yang et al. The motivation would have been to prevent 
contamination in the tubing or patient (column 5, lines 25-27). 

8. As to claim 2, Yang et al. is silent as to the temperature of the tubing ends before 
the laser is activated. However, in order for the tubing to be in a solid state prior to the 
welding process, the temperature of the tubing ends must be below the melting 
temperature of the material forming the tubing section. Yang et al. discloses that the 
laser melts the tubing (paragraph 0069). 

9. As to claim 5, Yang et al. discloses that the tubing material is substantially 
transparent (not laser responsive) to the electromagnetic beam (paragraph 0127). 

10. As to claim 6, Yang et al. discloses that the tubing sections are brought into 
contact (paragraph 0071 ) and flow outward when heated (paragraph 0072). 

11. As to claim 7, Yang et al discloses that dye may be applied to the tube ends 
(areas to be joined) that are welded by the laser (paragraph 0129). 

12. As to claim 8, Yang et al. discloses that the tubing sections are brought into 
contact (paragraph 0071). 

1 3. As to claim 9, Yang et al. discloses a method for connecting two pieces of tubing 
as disclosed above. Yang et al. also discloses that all the welding method is carried out 
in the axial position (See Figures 4A-4F). However, Yang does not disclose cutting off 
end portions of the tubing sections. 
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14. Spencer discloses an apparatus for welding together two sections of tubing, 
including a method of cutting of end sections of tubing prior to welding (column 3, lines 
14-15). It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to use a method of cutting the tubing sections prior to welding, as 
taught by Spencer, with the laser welding method of Yang et al. in the axial position in 
order to ensure proper connection during welding. 

15. As to claim 16, Yang et al. discloses that the tubing sections are brought into 
contact (paragraph 0071 ), and flow outward (paragraph 0072). 

16. Claims 1 0-1 5 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
U.S. Patent Application Publication No. 2003/0143352 A1 to Yang et al. in view of U.S. 
Patent No. 5,674,333 to Spencer as applied to claims 1-2, 5-9, and 16 above, and 
further in view of U.S. Patent No 4,832,773 to Shaposka et al. 

17. Yang et al., Spencer, and Savitski disclose a method of welding tubing sections 
together. Spencer also teaches the method of squeezing the tubing sections to reopen 
the passage (column 3, lines 38-40). However, Yang et al., Spencer, and Savitski et al. 
do not disclose the clamping of the tubing. 

18. As to claim 10, Shaposka et al. discloses a method for connecting sections of 
tubing, including clamping the cut (pre-cut) tubing sections (column 3, lines 48-51). It 
would have been obvious to one having ordinary skill in the art at the time the invention 
was made to use a method of clamping the tubing sections, as taught by Shaposka et 
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al., with the laser welding method of Yang et al. and Spencer to keep the tubing 
sections stationary. 

1 9. As to claim 1 1 , Yang et al. discloses sealing the tube ends prior to welding the 
tubing sections together (paragraph 0072). 

20. As to claim 12, Yang et al. discloses the use of a weld block (drum head) to 
absorb energy from the laser and combine with the tube (paragraph 0072). 

21 . As to claim 13, Spencer teaches the method of squeezing the tubing sections to 
reopen the passage (column 3, lines 38-40). 

22. As to claim 14, Spencer teaches the movement of welded tubing (weld sample) 
from one location (device) to a remote location (vise column 3, line 62- column 4, line 
12). 

23. As to claim 15, Yang et al. discloses that all the welding method is carried out in 
the axial position (See Figures 4A-4F). 

24. As to claim 23, Yang et al. discloses the step of providing material for absorbing 
energy comprises positioning a sheet of material between the axial surfaces of the of 
the tubing sections (See Yang et al. paragraph 0066), wherein the sheets are capable 
absorbing the energy of the electromagnetic beam (See Yang et al. paragraph 0072). 

25. Claims 25-26 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
U.S. Patent Application Publication No. 2003/0143352 A1 to Yang et al. in view of U.S. 
Patent No. 5,674,333 to Spencer as applied to claims 1-2, 5-9, and 16 above, and 
further in view of U.S. Patent No 4,948,062 to Mahar et al. 
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26. With respect to claim 25, Yang et al. does not specifically disclose extending the 
sheet of material between a supply roll and a take-up roll. 

27. Mahar et al. discloses a method of dispensing film, including extending a sheet of 
material between a supply roll and a take-up roll (see Figure 1). It would have been 
obvious to one of ordinary skill in the art at the time the invention was made to combine 
the supply and take-off roll dispensing method taught by Mahar et al. with the sheet 
material of Yang et al. The motivation would have been to dispense the sheet material 
without twisting or the formation of knots. 

28. As to claim 26, Yang et al. does not specifically disclose housing the supply roll 
in a sterile cassette. 

29. Mahar et al. discloses a method of dispensing film, including housing the supply 
roll in a sterile cassette (17; see Figure 1). It would have been obvious to one of 
ordinary skill in the art at the time the invention was made to combine the sterile 
dispensing housing roll taught by Mahar et al. with the sheet material of Yang et al. The 
motivation would have been to prevent contamination of the sheet material. 

Allowable Subject Matter 

30. Claims 18-22, 24, and 27-28 would be allowable if rewritten or amended to 
overcome the rejection(s) under 35 U.S.C. 112, 1st paragraph, set forth in this Office 
action. 

31 . The following is a statement of reasons for the indication of allowable subject 
matter: 
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32. The prior art of record neither discloses nor suggests the steps of sealing a 
clamped tubing section with an absorption member in a collapsed configuration through 
electromagnetic radiation, removing the absorption member, and welding two tubing 
sections together through a separate intermediate sheet placed on the axially facing 
surfaces of the tubing sections with electromagnetic radiation. The closest prior art of 
record, U.S. Patent Application Publication No. 2003/0143352 A1 to Yang et al. 
discloses many features of the claimed connecting method, but does not disclose or 
fairly suggest the step of removing the absorption member, nor is there any obvious 
reason to do so. Consequently, claims 18-22, 24, and 27-28 are found to distinguish 
over the prior art. 



Response to Arguments 

33. Applicant's arguments filed 02/23/09 have been fully considered but they are not 
persuasive. 

34. In light of the amendment to the claims, claims 1 -2, 5-1 6, 1 8-22, and 24-28 have 
been rejected under 35 U.S.C. 112, first paragraph. 

35. With respect to applicant's arguments that Yang exclusively discloses a film 
which has already been sealed onto a tubing end, this argument is not persuasive. The 
limitation in independent claims 1 and 18 of "the sheet not previously attached to either 
of the two sections of tubing prior to connecting of the sections" appears to be new 
matter. The mere absence of a positive recitation in the original specification is not 
basis for the exclusion of a feature. Ex Parte Grasselli 231 USPQ 393,394. (Bd. App. 
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1983). Consequently, this limitation is found to be new matter. Also, the embodiment 
taught by Yang of a drum head sealed over a vented seal would result in a sheet 
material that was not previously connected to either tubing section (see paragraph 
0066). "The prior art's mere disclosure of more than one alternative does not constitute 
a teaching away from any of these alternatives because such disclosure does not 
criticize, discredit, or otherwise discourage the solution claimed...." In re Fulton, 
391 F.3d 1195, 1201 , 73 USPQ2d 1141, 1 146 (Fed. Cir. 2004). Therefore, the 
alternative embodiment taught by Yang reads on the currently claimed invention. 
36. Applicant's remaining arguments are drawn to the dependency claims 2, 5-16, 
and 25-26 on independent claim 1 . These arguments are not persuasive for the 
reasons noted above. 



Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to KIMBERLY K. MCCLELLAND whose telephone number 
is (571 )272-2372. The examiner can normally be reached on 8:00 a.m. -5 p.m. Mon- 
Thr. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Philip C. Tucker can be reached on (571)272-1095. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

IK. K. M./ 

Examiner, Art Unit 1791 
KKM 



/Philip C Tucker/ 

Supervisory Patent Examiner, Art Unit 1791 



